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Dear Mr. Leiker:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Apogee 11I00 Digital Color Doppler Ultrasound Imaging System, as described in
your premarket notification:

Transducer Model Number

Convex Array C3L60C
Linear Array L8L38C

Convex Array C5L40C
Phased Array P3F714C
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If your device is classified (see above) into either class II (Special Controls) or class Ill (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal-Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's' requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR l000-1Q050.

This letter will allow you to begin marketing your device as described in your prernarket
notification. The FDA finding Of Substantial equivalence of your device to a legally marketed

predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

go tohtpH fagv/buFACnes~fcsCR/DR 0fcsiII 5809.htm for
the Center for Devices and Radiological Health's (CDRH-'s) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://wvw.fda.g~ov/MedicalDevices/Safety/ReportaProblem/default.htmn for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(301) 796-6542.

Si 27rely yours,

Donal St'erre
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Hbalth

Enclosure(s)



SIU1 Apogee 11 00
Digital Color Doppler Ultrasound Imaging Systemr

Indications for Use Statement

510(k) Number (if known):

Device Name:

Apogee 11I00 Digital Color Doppler Ultrasound Imaging System with

Convex Array Transducer C3L60C

Linear Array Transducer L8L3S8C

Convex Array Transducer C5L40C

Phased Array Transducer P31FI 4C

Indications for Use:

Diagnostic ultrasonic imaging for abdominal, pediatric, small organ, musculo-skeletal, cardiac,

peripheral vascular applications in B, M, PWD, Color Doppler and 3D imaging modes.

Prescription Use
(Part 21 CFR 801 Subpart D)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

D'ifloRaiological Devices.
office of In Vitro Diansi Device Eva~uabon and Safety

TAB 2 Section 4 indications for Use Statement Page I of I



5IUI AlpogCG 1111
Digial Clor opplr Ultrasound Imaging System

Diagnostic Ultrasound Indications for Use Form

3.1 System Indications for Use Form

System: A ogee 1100

Clinical Application Mode of Operation
Gden eral Specific B M PD CWD Color Combined Ot er*(Track 1 Only) (Tracks I & 3) Doppler (Specify (Specify)
Ophthalmic Ophthalmic

Petal N NN
AbdominalN N NNN
Intra-operative (Specify)

-Intra-operative (Neuro)

Laparoscopic
Fe tal Pediatric N N NN
&-aging Small Organ (Specify)N N NN

Neonatal Cephalic
Adult Cephalic

-Trans-rectal

Trans-vaginal

Trans-u rethr-al

Trans-esoph. (non-Card.)
Musculo-skeletal N N N N

Musculo-skeletal N N N N

Intravascular
___________Other (Specify) N N N N N

Cardiac Adult N N NN
Cardiac Cardiac Pediatric N NNN

Intravascular (Cardiac)
Trans-esoph. (Cardiac)
Intra- card iac

____________I Other (Specify)

Peripheral Pnheral vesselN N NN
Vessel Ohr(Specify)

N -new indication: P = reviousycerdbFD E addun rthspedi
.*Other modes of oneration include: 3-Di 1ma~ ....
Additioiial Comments: Other uses include: Prostate Kidny tUes Ovr
Small or a sicue hri etsBes

PrescriptinUe(e 1CR8

Oivsion of Radiloogct:O Devices
offic of In Vitro Diagnostic Device Evaluationl and Safety

TAB 3 Indications For Use Page 2 of 6



SIUI Apogee 11 00
Digital Color Doppler Ultrasound Imaging System

Diagnostic Ultrasound Indications for Use Form

3.2 Transducer Indications for Use Form
Transducer: Convex Array C3L,6OC

Clinical Application Mode of Operation
General Specific B M PD CWVD Color Cmie te
(TracklI Only) (Tracks I & 3) Doppler (pcf) SeCiY)

Ophthalmic Ophthalmic

Fetal N N
Abdominal N N N N
Intra-operative (Specify)

Intr-operative (Neuro)
Laparoscopic.

Fetal Pediatric
Imaging Small Organ (Specify)
& Other

Neonatal Cephafic
Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Intravascular
Other (Specifyi) N N N N

Cardiac Adult
Cardiac Cardiac Pediatric

Intravascular (Cardiac)
Trans-esoph. (Cardiac)

Intra- cardiac

____________Other (Specify')

Peripheral Peripheral vessel
Vessel Other (Specify) _____

N = new indication: P = previously cleared by FDA: E =added under this atnendx
Additional Comments: Other uses include: Prostate. inv tmOa

Prescription Use (Per 21 CFR 80 1. 109) j e t r s

- (D~~sa~Sign-offO
Dtvsron of Radioloical Devies

Office of in Vitro Diagnostic Device Evaluation and Safety

510K K~b ihoZ

TAB 3 Indications For Use. Page 3 of 6



SLUt Apogee II100

Digital Color Doppler Ultrasound Imaging System

Diagnostic Ultrasound Indications for Use Form

3.3 Transducer Indications for Use Form
Transducer: Linear Array LSL38C

Clinical Application Mode of Operation
G6eneral Specific B M PWD CWD IColor Combne tler*

- (Track I Only) (Tracks 1 & 3) Doppe (Sciy (pcf)

Ophthalmic Ophthalmic

Fetal
Abdominal
Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Fetal -Pediatric N N N N
Imaging Small Organ (Specify) N N N N
&Other

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Tran s-v ag in a

Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal N N N N
(Conventional)
Musculo-skeletal N N N N
-(Superficial)

Intravascular
Other (Specify)

Cardiac Adult
Cardiac Cardiac Pediatric

Intravascular (Cardiac)
Trans-eso ph. (Cardiac) ____

Intra-cardiac
____________Other (Specify)

Peripheral Peripheral vessel N N N N
Vessel OCther (Specify)

N = new indication: P = Dreviously cleared by FDA& E =added under this annendix
Additional Comments: Smnall organs include- Thyrod TestesBreast

Prescription Use (Per 21 CFR 80 1. 109

Division of RadioloicalDeis
0ffig of in Vitr Diagnostic Device Evaluation and SafetY

510K I v:\f I oc-. '

*TAB 3 Indications For Use Page 4 of 6



SlU1 Apogee 1 100
Digital Color Doppler Ultrasbund Imaging System

Diagnostic Ultrasound Indications for Use Form I

3.4 Transducer Indications for Use Form
Transducer: Convex Array C5L4oC

Clinical Application Mode of Operation
General Specific 13 M PWDT CD olr omine Other*
(Track I Only) (Tracks I & 3) Doppler (pecify (Specify)
Ophthalmic Ophthalmic

Fetal N ____N

Abdominal N N
hntr-operative (Specify)
Intra-operative (Neuro)
Laparoscopic

Fetal Pediatric
Imaging Small Organ (Specify)
& Other 

___ ___Neonatal Cephalic
Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Intravascular

_____________Other (Specify) NN

Cardiac Adult
Cardiac Cardiac Pediatric

Ifitravascular (Cardiac)
Trans-esoph. (Cardiac)
Intra-cardiac

____________other (Specify)

Peripheral Peripheral vessel-- ----
LVessel Other (Specify)

N = new indication: P = previously Cleared by FDA: E added under this appendix
*Other modes include: 3-D Imaging:

Additional Comiments: Other uses include: Prostate. Kidney Uterus. Ovary

Prescription Use (Per 21 CER 80 1.1I09)

DM10Sign-Offt
Division Of Radiological Devices

Office oflIn Vitro Diagnostic Device Evaluatio and safety

51OK 1 i~ 0

TAB 3 Indications For Use Page 5 of 6



SIUI Apogee II100
Digital Color Doppler Ultrasound Imaging System

Diagnostic Ultrasound Indications for Use Form

IS Transducer Indications for Use Form
Transducer: Phased Array P3F14C

Clinical Application Mode of Opera tion

General Specific _B [M PWD CWD Color Cmied Ohr
(Track I Only) (Tracks I &t 3) Doppler (Specify) (Specify)
Ophthalmic Ophthalmtic

Fetal

Abdominal
Intrai-operative (Specify)
Intra-operative (Neuro)
Laparoscopic

Fetal Pediatric
Imaging Small Organ (Specify) -

& Other Neonatal Cephalic
Adult Cephalic

Trans-recta!

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)

Intravascular

____________Other (Specify)

Cardiac Adult N N N N
Cardiac Cardiac Pediatric N NNN

Trans-esoph. (Cardiac)
Intra-cardiac,

Peripheral__ Other (Specify)

Vessel Other (Specify)- - - ---

N- new indication: P = previously cerdbFD :E=adde udrtiapedix

Prescription Use (Per 21 CFR 80 1.109

ofinisio of Raiological Devices adSft
office oinvitro Diagnosti Device Evaluation adSft

510K U b >~
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